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Clinical  Research and Data  Management  Processes

Managing clinical studies that support claims for market approval is a challenging and complex process.
That’s why we’ve developed our MedD4TM Program – a multi-modular system designed to:

• define regulatory and clinical strategies

• develop clinical research and data management processes

• document the submission process

• deliver the product approval process

Track II/Develop provides the tools and know-how to guide you through execution, management, and analy-
sis of clinical trials according to your research plan and applicable regulatory requirements. In addition, our
unique, proprietary, web-based Clinical Discovery Platform System provides a central location for managing
the entire data management process.

MedD4 will help ensure that your clinical studies are designed and managed for maximum efficiency and
outstanding results.

Track II /Develop

TM

TM

• Clinical Monitoring
• Safety Monitoring 

(DSMB & CEC)
• Data Management 

& Biostatistics
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Challenges
• Protocol compliance and safety issues at clinical sites
• Slow enrollment
• Data integrity problems
• Problems generating accurate data queries

Develop 
• Monitoring
• Safety Committees
• Data Management /
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Track II : Develop Processes

TM

Track II /Develop
Our primary clinical research goal is to ensure that
clinical studies are expertly designed and managed in
compliance with all applicable regulations to provide
valid scientific evidence supporting the safety and
effectiveness of new or improved medical devices
and technologies.

Managing c l inical  t r ia ls

We can manage all aspects of clinical trials, including:

• Investigator & site recruitment/qualification
• Site management & monitoring
• Investigator contract negotiation
• Patient recruitment techniques
• Investigator meeting management
• Device inventory monitoring
• Full data management & biostatistics

Study monitoring

We use highly experienced regional monitors, skilled
in client’s therapeutic areas, who undergo extensive
GCP, SOP and study-specific training and are com-
mitted to meticulous oversight.

Data safety  monitoring committee
management

Our staff is highly adept at establishing and manag-
ing data safety monitoring and clinical event committees
for adverse event adjudication and interim study 

reviews. Our results-proven turnkey programs and 
templates help ensure quality data safety monitoring
critical to many clinical trials.

Data management  and biostat ist ics

We offer a full range of data management and 
biostatistics service and have extensive experience
developed advanced, fully-compliant, state-of-the-art
clinical data systems designed to provide intuitive
methods for successfully managing clinical trials.

Our experienced staff utilizes rigorous statistical
methods to analyze and interpret clinical results 
for incorporation in submission-ready reports.

Our Clinical  Discovery 
Plat form™ features :
• Remote data capture
• Real-time study progress and interim 

analysis reporting
• Secure, validated, and compliant 

with federal regulations
• Secured, collaborative work centers
• Web-based training for sponsors and 

investigational sites
• Clinical study reference center
• Confidentiality and physical security

Let Boston Biomedical Associates and MedD4TM

help develop all your clinical trial and data 
management processes.
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